CERTIFICATE OF ANALYSIS

PRODUCT: COATEST APC Resistance V PRODUCT #; B2312063 |
EXP. DATE: 201507 LOT#: N0349526
VENDOR: INSTRUMENTATION LABORATORY ASSAYED PER QCM: Bz3120 |
[TEST DESCRIPTION SPECIFICATIONS —TRESULTS

APT-{ime on ACL. MiN MAX UNITS Pass/Fail

Diluted Conirol Plasma Level 1 30 47 seconds 36 PASS

Diluted Contrel Plasma Leve! 2 28 48 seconds 36 PASS

APC-V ratio on ACL

Contro! Plasma Level 1 2.8 3.2 - 3.0 PASS

Conirol Plasma Leve! 2 14 1.9 -~ 1.8 PASS

Kit Components

DESCRIFTION LOT NUMBER EXP.DATE VOLUME

CaCly N0132840 2016-01 B8ml(x 1)

APTT Reagent NO148644 2015-07 16 mi(x1)
APCICaCt, N0349524 2015-09 2mi{x4)

Contred Plasma Level 1 N0349525 201507 1mix 1)

Controt Plagma Lavel 2 ' N0O148040 2016-01 1ml(x 1)

V-DEF Plasma NOJ%*IQOH 2017-04 4mi (x 4)

We hereby certify that the above product(s):

- have been manufactured and tested acconding to the requirements of thelr Manufacturing and Quality Control procedures
and have baen found to meet all conditions set forth with these documents;

- meat all applicable requirements of the 98/79/£C Directive according to which they are CE marked.
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